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Criteria often are used for making decisions related to the acceptability
of products since they may measure adherence to Good Manufacturing
Practices. They can also be used to assess the utility of a food or food
ingredient for a specific purpose; for example, canners of fruit products
must limit the number of heat-resistant ascospores of Byssochlamys fulva
in ingredients such as fruit juice concentrates and tapioca starch.

Industry quality control/assurance departments may use microbiological
criteria to monitor the potential shelf-life of perishable foods. Products
with small numbers of spoilage microorganisms are more likely to have
a longer shelf-life than are those with larger numbers. Such results are of
retrospective value: while they do not extend the shelf-life of the lot that
was analyzed, they do alert the processor to problems that must be cor-
rected in order to achieve satisfactory preservation of future production.

NEED FOR ESTABLISHMENT

A microbiological criterion for a food or food ingredient should be
established and implemented in the United States only when there is a
need for it and when it can be shown to be effective and practical. The
criterion must accomplish its objective, i.e., adequately measure the con-
taminants of concern, be technically attainable under commercial condi-
tions by Good Manufacturing Practices, and be administratively feasible.
There are additional factors that should be considered before the need for
a specific microbiological criterion can be established. These should in-
clude (see Chapters 1 and 3):

1.   evidence of a hazard to health based on epidemiological data or a
hazard analysis (see also Chapter 4);

2.   the nature of the natural and commonly acquired microflora of the
food and the ability of the food to support microbial growth;

3.   the effect of processing on the microflora of the food;

4.   the potential for microbial contamination and/or growth during
processing, handling, storage, and distribution;

5.   the category of consumers at risk;

6.   the state in which food is distributed, e.g., frozen, refrigerated,
heat processed, etc.;

7.   potential for abuse at the consumer level;

8.   spoilage potential, utility, and GMPs;

9.   the manner in which the food is prepared for ultimate consumption,
i.e., heated or not;

10.  reliability of methods available to detect and/or quantify the mi-
croorganism(s) and toxins of concern (see Chapter 4); and

11.   the costs/benefits associated with the application of the criterion.